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Nuclear Regulatory Commission § 40.54 

(2) Details of construction and design 
of each product, if applicable. For coat-
ed lenses, this must include a descrip-
tion of manufacturing methods that 
will ensure that the coatings are un-
likely to be removed under the condi-
tions expected to be encountered dur-
ing handling and use; 

(3) For products with applicable 
quantity or concentration limits, qual-
ity control procedures to be followed in 
the fabrication of production lots of 
the product and the quality control 
standards the product will be required 
to meet; 

(4) The proposed method of labeling 
or marking each unit, and/or its con-
tainer with the identification of the 
manufacturer or initial transferor of 
the product and the source material in 
the product; and 

(5) The means of providing radiation 
safety precautions and instructions re-
lating to handling, use, and storage of 
products to be used under § 40.13(c)(1)(i) 
and (c)(1)(iii). 

(c) Each product will contain no 
more than the quantity or the con-
centration of source material specified 
for that product in § 40.13(c). 

[78 FR 32340, May 29, 2013] 

§ 40.53 Conditions for licenses issued 
for initial transfer of certain items 
containing source material: Quality 
control, labeling, and records and 
reports. 

(a) Each person licensed under § 40.52 
shall ensure that the quantities or con-
centrations of source material do not 
exceed any applicable limit in § 40.13(c). 

(b) Each person licensed under § 40.52 
shall ensure that each product is la-
beled as provided in the specific exemp-
tion under § 40.13(c) and as required by 
their license. Those distributing prod-
ucts to be used under § 40.13(c)(1)(i) and 
(iii) or equivalent regulations of an 
Agreement State shall provide radi-
ation safety precautions and instruc-
tions relating to handling, use, and 
storage of these products as specified 
in the license. 

(c)(1) Each person licensed under 
§ 40.52 shall file a report with the Direc-
tor, Office of Nuclear Material Safety 
and Safeguards by an appropriate 
method listed in § 40.5(a), including in 

the address: ATTN: Document Control 
Desk/Exempt Distribution. 

(2) The report must clearly identify 
the specific licensee submitting the re-
port and include the license number of 
the specific licensee and indicate that 
the products are transferred for use 
under § 40.13(c), giving the specific 
paragraph designation, or equivalent 
regulations of an Agreement State. 

(3) The report must include the fol-
lowing information on products trans-
ferred to other persons for use under 
§ 40.13(c) or equivalent regulations of an 
Agreement State: 

(i) A description or identification of 
the type of each product and the model 
number(s), if applicable; 

(ii) For each type of source material 
in each type of product and each model 
number, if applicable, the total quan-
tity of the source material; and 

(iii) The number of units of each type 
of product transferred during the re-
porting period by model number, if ap-
plicable. 

(4) The licensee shall file the report, 
covering the preceding calendar year, 
on or before January 31 of each year. 
Licensees who permanently dis-
continue activities authorized by the 
license issued under § 40.52 shall file a 
report for the current calendar year 
within 30 days after ceasing distribu-
tion. 

(5) If no transfers of source material 
have been made to persons exempt 
under § 40.13(c) or the equivalent regu-
lations of an Agreement State, during 
the reporting period, the report must 
so indicate. 

(6) The licensee shall maintain all in-
formation concerning transfers that 
support the reports required by this 
section for 1 year after each transfer is 
included in a report to the Commis-
sion. 

[78 FR 32340, May 29, 2013] 

§ 40.54 Requirements for license to ini-
tially transfer source material for 
use under the ‘small quantities of 
source material’ general license. 

An application for a specific license 
to initially transfer source material for 
use under § 40.22, or equivalent regula-
tions of an Agreement State, will be 
approved if: 
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(a) The applicant satisfies the gen-
eral requirements specified in § 40.32; 
and 

(b) The applicant submits adequate 
information on, and the Commission 
approves the methods to be used for 
quality control, labeling, and providing 
safety instructions to recipients. 

[78 FR 32340, May 29, 2013] 

§ 40.55 Conditions of licenses to ini-
tially transfer source material for 
use under the ‘small quantities of 
source material’ general license: 
Quality control, labeling, safety in-
structions, and records and reports. 

(a) Each person licensed under § 40.54 
shall label the immediate container of 
each quantity of source material with 
the type of source material and quan-
tity of material and the words, ‘‘radio-
active material.’’ 

(b) Each person licensed under § 40.54 
shall ensure that the quantities and 
concentrations of source material are 
as labeled and indicated in any transfer 
records. 

(c) Each person licensed under § 40.54 
shall provide the information specified 
in this paragraph to each person to 
whom source material is transferred 
for use under § 40.22 or equivalent pro-
visions in Agreement State regula-
tions. This information must be trans-
ferred before the source material is 
transferred for the first time in each 
calendar year to the particular recipi-
ent. The required information includes: 

(1) A copy of §§ 40.22 and 40.51, or rel-
evant equivalent regulations of the 
Agreement State. 

(2) Appropriate radiation safety pre-
cautions and instructions relating to 
handling, use, storage, and disposal of 
the material. 

(d) Each person licensed under § 40.54 
shall report transfers as follows: 

(1) File a report with the Director, 
Office of Nuclear Material Safety and 
Safeguards, U.S. Nuclear Regulatory 
Commission, Washington, DC 20555. 
The report shall include the following 
information: 

(i) The name, address, and license 
number of the person who transferred 
the source material; 

(ii) For each general licensee under 
§ 40.22 or equivalent Agreement State 
provisions to whom greater than 50 

grams (0.11 lb) of source material has 
been transferred in a single calendar 
quarter, the name and address of the 
general licensee to whom source mate-
rial is distributed; a responsible agent, 
by name and/or position and phone 
number, of the general licensee to 
whom the material was sent; and the 
type, physical form, and quantity of 
source material transferred; and 

(iii) The total quantity of each type 
and physical form of source material 
transferred in the reporting period to 
all such generally licensed recipients. 

(2) File a report with each respon-
sible Agreement State agency that 
identifies all persons, operating under 
provisions equivalent to § 40.22, to 
whom greater than 50 grams (0.11 lb) of 
source material has been transferred 
within a single calendar quarter. The 
report shall include the following in-
formation specific to those transfers 
made to the Agreement State being re-
ported to: 

(i) The name, address, and license 
number of the person who transferred 
the source material; and 

(ii) The name and address of the gen-
eral licensee to whom source material 
was distributed; a responsible agent, by 
name and/or position and phone num-
ber, of the general licensee to whom 
the material was sent; and the type, 
physical form, and quantity of source 
material transferred. 

(iii) The total quantity of each type 
and physical form of source material 
transferred in the reporting period to 
all such generally licensed recipients 
within the Agreement State. 

(3) Submit each report by January 31 
of each year covering all transfers for 
the previous calendar year. If no trans-
fers were made to persons generally li-
censed under § 40.22 or equivalent 
Agreement State provisions during the 
current period, a report shall be sub-
mitted to the Commission indicating 
so. If no transfers have been made to 
general licensees in a particular Agree-
ment State during the reporting pe-
riod, this information shall be reported 
to the responsible Agreement State 
agency upon request of the agency. 

(e) Each person licensed under § 40.54 
shall maintain all information that 
supports the reports required by this 
section concerning each transfer to a 
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